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1. In order to assess the study site’s and the investigator’s ability to perform the clinical 
study, the Study Manager will schedule, organize, and conduct a study initiation visit 
approximately 2 to 4 weeks prior to the start of study conduct. In certain 
circumstances, this visit may be waived by the Director of Clinical Operations. 

2. The Study Manager in conjunction with the Director of Clinical Operations will 
determine the required attendees. 

3. The scope of the visit will include the agenda items listed in the attachment, as 
appropriate and applicable to the specific study and site. 
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